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officer at the port of entry or port of 
export for return information. 

(e) Record of destruction. In addition 
to any other recordkeeping require-
ments, any registered person that de-
stroys a controlled substance pursuant 
to § 1317.95(d), or causes the destruction 
of a controlled substance pursuant to 
§ 1317.95(c), shall maintain a record of 
destruction on a DEA Form 41. The 
records shall be complete and accurate, 
and include the name and signature of 
the two employees who witnessed the 
destruction. Except, destruction of a 
controlled substance dispensed by a 
practitioner for immediate administra-
tion at the practitioner’s registered lo-
cation, when the substance is not fully 
exhausted (e.g., some of the substance 
remains in a vial, tube, or syringe after 
administration but cannot or may not 
be further utilized), shall be properly 
recorded in accordance with § 1304.22(c), 
and such record need not be main-
tained on a DEA Form 41. 

[36 FR 7792, Apr. 24, 1971, as amended at 36 
FR 13386, July 21, 1971. Redesignated at 38 FR 
26609, Sept. 24, 1973, as amended at 62 FR 
13960, Mar. 24, 1997; 79 FR 53563, Sept. 9, 2014; 
81 FR 97020, Dec. 30, 2016] 

§ 1304.22 Records for manufacturers, 
distributors, dispensers, research-
ers, importers, exporters, reg-
istrants that reverse distribute, and 
collectors. 

Each person registered or authorized 
(by §§ 1301.13(e), 1307.11, 1307.13, or part 
1317 of this chapter) to manufacture, 
distribute, dispense, import, export, re-
verse distribute, destroy, conduct re-
search with controlled substances, or 
collect controlled substances from ulti-
mate users, shall maintain records 
with the information listed in para-
graphs (a) through (f) of this section. 

(a) Records for manufacturers. Each 
person registered or authorized to man-
ufacture controlled substances shall 
maintain records with the following in-
formation: 

(1) For each controlled substance in 
bulk form to be used in, or capable of 
use in, or being used in, the manufac-
ture of the same or other controlled or 
noncontrolled substances in finished 
form, 

(i) The name of the substance; 
(ii) The quantity manufactured in 

bulk form by the registrant, including 

the date, quantity and batch or other 
identifying number of each batch man-
ufactured; 

(iii) The quantity received from 
other persons, including the date and 
quantity of each receipt and the name, 
address, and registration number of the 
other person from whom the substance 
was received; 

(iv) The quantity imported directly 
by the registrant (under a registration 
as an importer) for use in manufacture 
by him/her, including the date, quan-
tity, and import permit or declaration 
number for each importation; 

(v) The quantity used to manufacture 
the same substance in finished form, 
including: 

(A) The date and batch or other iden-
tifying number of each manufacture; 

(B) The quantity used in the manu-
facture; 

(C) The finished form (e.g., 10-milli-
gram tablets or 10-milligram con-
centration per fluid ounce or milli-
liter); 

(D) The number of units of finished 
form manufactured; 

(E) The quantity used in quality con-
trol; 

(F) The quantity lost during manu-
facturing and the causes therefore, if 
known; 

(G) The total quantity of the sub-
stance contained in the finished form; 

(H) The theoretical and actual yields; 
and 

(I) Such other information as is nec-
essary to account for all controlled 
substances used in the manufacturing 
process; 

(vi) The quantity used to manufac-
ture other controlled and noncon-
trolled substances, including the name 
of each substance manufactured and 
the information required in paragraph 
(a)(1)(v) of this section; 

(vii) The quantity distributed in bulk 
form to other persons, including the 
date and quantity of each distribution 
and the name, address, and registration 
number of each person to whom a dis-
tribution was made; 

(viii) The quantity exported directly 
by the registrant (under a registration 
as an exporter), including the date, 
quantity, and export permit or declara-
tion number of each exportation; 
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(ix) The quantity distributed or dis-
posed of in any other manner by the 
registrant (e.g., by distribution of com-
plimentary samples or by destruction), 
including the date and manner of dis-
tribution or disposal, the name, ad-
dress, and registration number of the 
person to whom distributed, and the 
quantity distributed or disposed; and 

(x) The originals of all written cer-
tifications of available procurement 
quotas submitted by other persons (as 
required by § 1303.12(f) of this chapter) 
relating to each order requiring the 
distribution of a basic class of con-
trolled substance listed in Schedule I 
or II. 

(2) For each controlled substance in 
finished form, 

(i) The name of the substance; 
(ii) Each finished form (e.g., 10-milli-

gram tablet or 10-milligram concentra-
tion per fluid ounce or milliliter) and 
the number of units or volume of fin-
ished form in each commercial con-
tainer (e.g., 100-tablet bottle or 3-milli-
liter vial); 

(iii) The number of containers of 
each such commercial finished form 
manufactured from bulk form by the 
registrant, including the information 
required pursuant to paragraph 
(a)(1)(v) of this section; 

(iv) The number of units of finished 
forms and/or commercial containers 
acquired from other persons, including 
the date of and number of units and/or 
commercial containers in each acquisi-
tion to inventory and the name, ad-
dress, and registration number of the 
person from whom the units were ac-
quired; 

(v) The number of units of finished 
forms and/or commercial containers 
imported directly by the person (under 
a registration or authorization to im-
port), including the date of, the num-
ber of units and/or commercial con-
tainers in, and the import permit or 
declaration number for, each importa-
tion; 

(vi) The number of units and/or com-
mercial containers manufactured by 
the registrant from units in finished 
form received from others or imported, 
including: 

(A) The date and batch or other iden-
tifying number of each manufacture; 

(B) The operation performed (e.g., re-
packaging or relabeling); 

(C) The number of units of finished 
form used in the manufacture, the 
number manufactured and the number 
lost during manufacture, with the 
causes for such losses, if known; and 

(D) Such other information as is nec-
essary to account for all controlled 
substances used in the manufacturing 
process; 

(vii) The number of commercial con-
tainers distributed to other persons, in-
cluding the date of and number of con-
tainers in each reduction from inven-
tory, and the name, address, and reg-
istration number of the person to 
whom the containers were distributed; 
(viii) The number of commercial con-
tainers exported directly by the reg-
istrant (under a registration as an ex-
porter), including the date, number of 
containers and export permit or dec-
laration number for each exportation; 
and 

(ix) The number of units of finished 
forms and/or commercial containers 
distributed or disposed of in any other 
manner by the registrant (e.g., by dis-
tribution of complimentary samples or 
by destruction), including the date and 
manner of distribution or disposal, the 
name, address, and registration num-
ber of the person to whom distributed, 
and the quantity in finished form dis-
tributed or disposed. 

(b) Records for distributors. Except as 
provided in paragraph (e) of this sec-
tion, each person registered or author-
ized to distribute controlled substances 
shall maintain records with the same 
information required of manufacturers 
pursuant to paragraphs (a)(2)(i), (ii), 
(iv), (v), (vii), (viii) and (ix) of this sec-
tion. 

(c) Records for dispensers and research-
ers. Each person registered or author-
ized to dispense or conduct research 
with controlled substances shall main-
tain records with the same information 
required of manufacturers pursuant to 
paragraph (a)(2)(i), (ii), (iv), (vii), and 
(ix) of this section. In addition, records 
shall be maintained of the number of 
units or volume of such finished form 
dispensed, including the name and ad-
dress of the person to whom it was dis-
pensed, the date of dispensing, the 
number of units or volume dispensed, 
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and the written or typewritten name or 
initials of the individual who dispensed 
or administered the substance on be-
half of the dispenser. In addition to the 
requirements of this paragraph, practi-
tioners dispensing gamma-hydroxy-
butyric acid under a prescription must 
also comply with § 1304.26. 

(d) Records for importers and exporters. 
Each person registered or authorized to 
import or export controlled substances 
shall maintain records with the same 
information required of manufacturers 
pursuant to paragraphs (a)(2) (i), (iv), 
(v) and (vii) of this section. In addition, 
the quantity disposed of in any other 
manner by the registrant (except quan-
tities used in manufacturing by an im-
porter under a registration as a manu-
facturer), which quantities are to be re-
corded pursuant to paragraphs (a)(1) 
(iv) and (v) of this section; and the 
quantity (or number of units or volume 
in finished form) exported, including 
the date, quantity (or number of units 
or volume), and the export permit or 
declaration number for each expor-
tation, but excluding all quantities 
(and number of units and volumes) 
manufactured by an exporter under a 
registration as a manufacturer, which 
quantities (and numbers of units and 
volumes) are to be recorded pursuant 
to paragraphs (a)(1)(xiii) or (a)(2)(xiii) 
of this section. 

(e) Records for registrants that reverse 
distribute. Each person registered or au-
thorized to reverse distribute con-
trolled substances shall maintain 
records with the following information 
for each controlled substance: 

(1) For controlled substances ac-
quired for the purpose of return or re-
call to the manufacturer or another 
registrant authorized by the manufac-
turer to accept returns on the manu-
facturer’s behalf pursuant to part 1317 
of this chapter: 

(i) The date of receipt; the name and 
quantity of each controlled substance 
received; the name, address, and reg-
istration number of the person from 
whom the substance was received; and 
the reason for return (e.g., recall or re-
turn); and 

(ii) The date of return to the manu-
facturer or other registrant authorized 
by the manufacturer to accept returns 
on the manufacturer’s behalf; the name 

and quantity of each controlled sub-
stance returned; the name, address, 
and registration number of the person 
from whom the substance was received; 
the name, address, and registration 
number of the registrant to whom the 
substance was returned; and the meth-
od of return (e.g., common or contract 
carrier). 

(2) For controlled substances ac-
quired from registrant inventory for 
destruction pursuant to § 1317.05(a)(2), 
(b)(2), and (b)(4) of this chapter: 

(i) The date of receipt; the name and 
quantity of each controlled substance 
received; and the name, address, and 
registration number of the person from 
whom the substance was received; and 

(ii) The date, place, and method of 
destruction; the name and quantity of 
each controlled substance destroyed; 
the name, address, and registration 
number of the person from whom the 
substance was received; and the name 
and signatures of the two employees of 
the registrant that witnessed the de-
struction. 

(3) The total quantity of each con-
trolled substance shall be recorded in 
accordance with the following: 

(i) For controlled substances in bulk 
form: To the nearest metric unit 
weight or volume consistent with unit 
size; 

(ii) For controlled substances in fin-
ished form: Each finished form (e.g., 10- 
milligram tablet or 10-milligram con-
centration per fluid ounce or milli-
liter); the number of units or volume of 
finished form in each commercial con-
tainer (e.g., 100-tablet bottle or 3-milli-
liter vial); and the number of commer-
cial containers of each such finished 
form (e.g., four 100-tablet bottles or six 
3-milliliter vials); and 

(iii) For controlled substances in a 
commercial container, carton, crate, 
drum, or other receptacle that has been 
opened: If the substance is listed in 
Schedule I or II make an exact count 
or measure of the contents; or if the 
substance is listed in Schedule III, IV, 
or V, make an estimated count or 
measure of the contents, unless the 
container holds more than 1,000 tablets 
or capsules in which case an exact 
count of the contents shall be made. 
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(4) For each sealed inner liner ac-
quired from collectors or law enforce-
ment and each sealed mail-back pack-
age acquired from law enforcement 
pursuant to § 1317.55 of this chapter: 

(i) The number of sealed inner liners 
acquired from other persons, including 
the date of acquisition, the number 
and, for sealed inner liners the size 
(e.g., five 10-gallon liners, etc.), of all 
sealed inner liners and mail-back pack-
ages acquired to inventory, the unique 
identification number of each sealed 
inner liner and mail-back package, and 
the name, address, and, for registrants, 
the registration number of the person 
from whom the sealed inner liners and 
mail-back packages were received, and 

(ii) The date, place, and method of 
destruction; the number of sealed inner 
liners and mail-back packages de-
stroyed; the name, address, and, for 
registrants, the registration number of 
the person from whom the sealed inner 
liners and mail-back packages were re-
ceived; the number and, for sealed 
inner liners the size (e.g., five 10-gallon 
liners, etc.), of all sealed inner liners 
and mail-back packages destroyed; the 
unique identification number of each 
sealed inner liner and sealed mail-back 
package destroyed; and the name and 
signatures of the two employees of the 
registrant that witnessed the destruc-
tion. 

(5) For all records, the record of re-
ceipt shall be maintained together with 
the corresponding record of return or 
destruction (DEA Form 41). 

(f) Records for collectors. Each person 
registered or authorized to collect con-
trolled substances from ultimate users 
shall maintain the following records: 

(1) Mail-Back Packages: 
(i) For unused packages that the col-

lector makes available to ultimate 
users and other authorized non-reg-
istrants at the collector’s registered 
address: The date made available, the 
number of packages, and the unique 
identification number of each package; 

(ii) For unused packages provided to 
a third party to make available to ulti-
mate users and other authorized non- 
registrants: The name of the third 
party and physical address of the loca-
tion receiving the unused packages, 
date sent, and the number of unused 

packages sent with the corresponding 
unique identification numbers; 

(iii) For sealed mail-back packages 
received by the collector: Date of re-
ceipt and the unique identification 
number on the individual package; and 

(iv) For sealed mail-back packages 
destroyed on-site by the collector: 
Number of sealed mail-back packages 
destroyed, the date and method of de-
struction, the unique identification 
number of each mail-back package de-
stroyed, and the names and signatures 
of the two employees of the registrant 
who witnessed the destruction. 

(2) Collection receptacle inner liners: 
(i) Date each unused inner liner ac-

quired, unique identification number 
and size (e.g., 5-gallon, 10-gallon, etc.) 
of each unused inner liner acquired; 

(ii) Date each inner liner is installed, 
the address of the location where each 
inner liner is installed, the unique 
identification number and size (e.g., 5- 
gallon, 10-gallon, etc.) of each installed 
inner liner, the registration number of 
the collector, and the names and signa-
tures of the two employees that wit-
nessed each installation; 

(iii) Date each inner liner is removed 
and sealed, the address of the location 
from which each inner liner is re-
moved, the unique identification num-
ber and size (e.g., 5-gallon, 10-gallon, 
etc.) of each inner liner removed, the 
registration number of the collector, 
and the names and signatures of the 
two employees that witnessed each re-
moval; 

(iv) Date each sealed inner liner is 
transferred to storage, the unique iden-
tification number and size (e.g., 5-gal-
lon, 10-gallon, etc.) of each sealed inner 
liner stored, and the names and signa-
tures of the two employees that trans-
ferred each sealed inner liner to stor-
age; 

(v) Date each sealed inner liner is 
transferred for destruction, the address 
and registration number of the reverse 
distributor or distributor to whom 
each sealed inner liner was transferred, 
the unique identification number and 
the size (e.g., 5-gallon, 10-gallon, etc.) 
of each sealed inner liner transferred, 
and the names and signatures of the 
two employees that transferred each 
sealed inner liner to the reverse dis-
tributor or distributor; and 
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(vi) For sealed inner liners destroyed 
on-site by the collector: The same in-
formation required of reverse distribu-
tors in paragraph (e)(4)(ii) of this sec-
tion. 

[62 FR 13960, Mar. 24, 1997, as amended at 68 
FR 41229, July 11, 2003; 70 FR 293, Jan. 4, 2005; 
79 FR 53564, Sept. 9, 2014] 

§ 1304.23 Records for chemical ana-
lysts. 

(a) Each person registered or author-
ized (by § 1301.22(b) of this chapter) to 
conduct chemical analysis with con-
trolled substances shall maintain 
records with the following information 
(to the extent known and reasonably 
ascertainable by him) for each con-
trolled substance: 

(1) The name of the substance; 
(2) The form or forms in which the 

substance is received, imported, or 
manufactured by the registrant (e.g., 
powder, granulation, tablet, capsule, or 
solution) and the concentration of the 
substance in such form (e.g., C.P., 
U.S.P., N.F., 10-milligram tablet or 10- 
milligram concentration per milli-
liter); 

(3) The total number of the forms re-
ceived, imported or manufactured (e.g., 
100 tablets, thirty 1-milliliter vials, or 
10 grams of powder), including the date 
and quantity of each receipt, importa-
tion, or manufacture and the name, ad-
dress, and registration number, if any, 
of the person from whom the substance 
was received; 

(4) The quantity distributed, ex-
ported, or destroyed in any manner by 
the registrant (except quantities used 
in chemical analysis or other labora-
tory work), including the date and 
manner of distribution, exportation, or 
destruction, and the name, address, 
and registration number, if any, of 
each person to whom the substance was 
distributed or exported. 

(b) Records of controlled substances 
used in chemical analysis or other lab-
oratory work are not required. 

(c) Records relating to known or sus-
pected controlled substances received 
as evidentiary material for analysis are 

not required under paragraph (a) of 
this section. 

[36 FR 7793, Apr. 24, 1971, as amended at 36 
FR 13386, July 21, 1971; 36 FR 18732, Sept. 21, 
1971. Redesignated at 38 FR 26609, Sept. 24, 
1973, and further redesignated at 62 FR 13961, 
Mar. 24, 1997] 

§ 1304.24 Records for maintenance 
treatment programs and detoxifica-
tion treatment programs. 

(a) Each person registered or author-
ized (by § 1301.22 of this chapter) to 
maintain and/or detoxify controlled 
substance users in a narcotic treat-
ment program shall maintain records 
with the following information for each 
narcotic controlled substance: 

(1) Name of substance; 
(2) Strength of substance; 
(3) Dosage form; 
(4) Date dispensed; 
(5) Adequate identification of patient 

(consumer); 
(6) Amount consumed; 
(7) Amount and dosage form taken 

home by patient; and 
(8) Dispenser’s initials. 
(b) The records required by paragraph 

(a) of this section will be maintained in 
a dispensing log at the narcotic treat-
ment program site and will be main-
tained in compliance with § 1304.22 
without reference to § 1304.03. 

(c) All sites which compound a bulk 
narcotic solution from bulk narcotic 
powder to liquid for on-site use must 
keep a separate batch record of the 
compounding. 

(d) Records of identity, diagnosis, 
prognosis, or treatment of any patients 
which are maintained in connection 
with the performance of a narcotic 
treatment program shall be confiden-
tial, except that such records may be 
disclosed for purposes and under the 
circumstances authorized by part 310 
and 42 CFR part 2. 

[39 FR 37985, Oct. 25, 1974. Redesignated and 
amended at 62 FR 13961, Mar. 24, 1997] 

§ 1304.25 Records for treatment pro-
grams that compound narcotics for 
treatment programs and other loca-
tions. 

Each person registered or authorized 
by § 1301.22 of this chapter to compound 
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